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Industrial applicability (IA) cldm . 1~4 

Claims 

2. Citations and explanations (Rule 70.7) 

Document 1: WO 02/096392 Al (CIMA LABS INC.), 05 December 
2002 

Document 2: JP 6-316536 A (McNEIL-PPC, Inc.), 15 November 
1994 

Document 3: JP 6-219939 A (McNEIL-PPC, Inc.), 09 August 
1994 



Inventive Step 



Claims 1 to 4 

Document 1 discloses medicament-containing coated 
microparticles for masking unpleasant tastes which can be 
used in orally disintegrating tablets (claim 21), wherein 
the microparticles that contain a medicament with an 
unpleasant taste have been coated with a coating that 
comprises a water-soluble polymer at a proportion of 
approximately 2% to 20% and a water- insoluble polymer at 
a proportion of approximately 80% to 98% (claim 1) . 
Therein, document 1 indicates that said microparticles 
have an average particle diameter of 5 to 280 urn (refer 
to paragraph [0011]), and that said particles will 
exhibit an elution rate of approximately 0% to 10% after 
three minutes and an elution rate of approximately 70% to 
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Box No. V Reasoned statement under Article 35(2) witk regard to novelty, inventive step or industrial applicability; 
citations and explanations supp orting such statement 

95% after 30 minutes, depending on the thickness of the 
film (examples) . 

Herein, a comparison of the inventions set forth in 
claims 1 to 4 of the present application and the 
inventions disclosed in document 1 demonstrates that the 
features of the inventions in question are substantially 
the same, with the exception of the fact that the former 
inventions contain a water-insoluble polymer at a 
proportion of "60% or more but less than 80%" and a 
water-soluble polymer at a proportion of "more than 20% 
but not more than 40%," whereas the latter invention 
contains a water-insoluble polymer at a proportion of 
"80% to 98%" and a water-soluble polymer at a proportion 
of "2% to 20%." 

Prior to the priority date of the present 
application, however, it is considered to have been 
common practice for a person skilled in the art of the 
technical field pertaining to preparations to adjust the 
composition or the like of a coating agent in an 
appropriate manner so as to impart desired solubility 
characteristics thereto, and thus it would have been easy 
for a person skilled in the art to conceive of optimizing 
the composition and the film thickness of the coating 
agent that is disclosed in document 1 in order to impart 
desired oral disintegration characteristics thereto. 

Furthermore, the inventions set forth in claims 1 
to 4 of the present application cannot be considered to 
exhibit a significant effect that would have been 
impossible for a person skilled in the art to predict in 
the light of document 1 and well-known prior art. 

Meanwhile, document 2 discloses orally 
disintegrating tablets that contain coated granules for 
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masking the unpleasant taste of a medicament, wherein 
said coated granules have been coated with a coating that 
contains a hydroxypropylcellulose and a cellulose 
acetate, which is a water-insoluble polymer (claim 1) . 
Furthermore, document 2 indicates that said particles 
have a size small enough to pass through an approximately 
10 to 200 mesh sieve screen (paragraph [0022]), and 
presents an example wherein the coated granules were 
coated with a coating that contains the cellulose acetate 
at a proportion of 70% and the hydroxypropylcellulose at 
a proportion of 30% (example VIII) . 

In addition, document 3 discloses orally 
disintegrating tablets that contain coated granules for 
masking the unpleasant taste of a medicament, wherein 
said coated granules have been coated with a coating that 
contains a polyvinylpyrrolidone and a cellulose acetate 
or a cellulose acetate butyrate, both of which are water- 
insoluble polymers (claim 1) . Furthermore, document 3 
indicates that said coated particles have an average 
particle diameter of 150 to 400 (am (paragraph [0025]), 
and presents an example wherein the coated granules are 
coated with a coating that contains the cellulose acetate 
at a proportion of 80% or less and the 

polyvinylpyrrolidone at a proportion of not less than 20% 
(example II) . 

A comparison of the invention set forth in claim 1 
of the present application and the inventions disclosed 
in documents 2 and 3 demonstrated that the features of 
the inventions in question are substantially the same, 
with the exception of the fact that a rate of elution is 
delimited for the former inventions, whereas a rate of 
elution is not delimited for the latter inventions. 
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However, it would have been easy for a person 
skilled, in the art to conceive of optimizing the 
composition and the film thickness of the coating agent 
in order to impart desired elution characteristics 
thereto, as is indicated above. 

In addition, it would not have required significant 
creativity to conceive of using another water-soluble 
polymer or another water-insoluble polymer therein. 

Furthermore, the inventions set forth in claims 1 
to 4 of the present application cannot be considered to 
exhibit a significant effect that would have been 
impossible for a person skilled in the art to predict in 
the light of document 2 and/or document 3. 
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